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DETAILED ACTION 

Unless otherwise stated, "the previous Office action" refers to the non-final rejection mailed 14 
Jun 2010. 

Amendments Received 

1 . Amendments to the specification and claims were received and entered on 26 Oct 2010. 

Status of the Claims 

2. Withdrawn: 2, 5-9, 11,14-18, 20, 23-27 

3. Examined herein: 1 , 3, 4, 10, 12, 13, 19, 21, 22 

Withdrawn Objections 

4. The objections to the specification are hereby withdrawn in view of Applicant's 
amendments to the same. 

Withdrawn Rejections 

5. The rejection of claims 10,12 and 1 3 under 35 USC § 1 1 2, first paragraph, is hereby 
withdrawn in view of Applicant's amendments. 

6. The rejection of claims 10,12 and 1 3 under 35 USC § 1 01 is hereby withdrawn in view 
of Applicant's amendments. 
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Maintained Claim Rejections - 35 USC § 1 12, Second Paragraph 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 1 , 3, 4, 1 0, 1 2, 1 3, 1 9, 21 and 22 are rejected under 35 U.S.C. 1 1 2, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

9. Even though the rejection itself is being maintained from the previous Office action, the 
rationale for the rejection is new. 

10. Claims 1 and 10 recite the limitation "said portion including the subsets and entities of 
the first injection and the second injection other than those in said subsets" which is self- 
contradictory. The portion cannot "include the subsets ... of the first [and the second] injection" 
and simultaneously exclude "said subsets". Hereinafter, the limitation will be interpreted as 
though it recited "said portion including the entities in the first and second injections that are 
neither members of the subset of entities from the first injection, nor members of the subset of 
entities from the second injection". The Examiner further suggests that the claim be clarified by 
having the first step recite "choosing a first subset of entities from a first injection", with 
analogous changes in the second step, and using the designators "first subset" and "second 
subset" as appropriate in the other steps of the claim, thus removing possible ambiguity as to 
which subsets Applicant is referring in the subsequent claim elements. 

11. As noted in the previous Office action, claim 19 recites the limitation "assigning 
reference retention times based on the retention time map", which does not specify to what the 
reference retention times are assigned. Are they assigned to peaks, to entities, to subsets of 
entities, to injections, or something else? Hereinafter, this limitation will be interpreted as 
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though the reference retention times are assigned to entities, to be consistent with claims 1 and 
10. 

1 2. None of the dependent claims remedy the deficiencies in their respective independent 
claims, so they are likewise rejected. 

Response to Arguments - Rejections Under 35 USC § 1 12, Second Paragraph 

13. In the reply filed 26 Oct 2010, Applicant argues that the claims as amended are no 
longer indefinite (pp. 9-10). While Applicant's amendment does address most of the issues 
noted in the previous Office action — with the exception of the "assigning reference retention 
times" in claim 19, as noted above — the amendment also introduces new limitations that are 
not particularly pointed out, also as explained above. Hence, the rejection is maintained, albeit 
largely for different reasons; the changes were necessitated by Applicant's amendments. 

Maintained Claim Rejections - 35 USC § 101 

14. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

15. Claims 1, 3 and 4 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. 

16. The rationale that follows has been updated to conform to current Office practice 
regarding examination of process claims under 35 USC §101. 

1 7. According to the Interim Guidance for Determining Subject Matter Eligibility for Process 
Claims in View of Bilski v. Kappos (75 FR 43922 at 43927 (27 July 201 0)), factors that weigh 
against the eligibility of a process include insufficient recitation of a machine or transformation 
and lack of application of a law of nature. 
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1 8. None of the steps of claim 1 are explicitly or inherently tied to a particular machine, such 
as a programmed computer or an LC/MS system. The preamble of the claim states that the 
method is "computer implemented", but does not specify how the computer is involved in the 
performance of the method; the involvement may be entirely tangential, such as providing a list 
of entities in one of the injections from which the subset is chosen, and leaving the remaining 
steps to be performed by hand. Second, the preamble indicates that the data being analyzed 
are LC/MS data, but the data themselves are not inherently tied to an LC/MS machine. Thus, 
the claim is not sufficiently tied to a particular machine. 

1 9. The method does not encompass any step that transforms a particular article into 
another state or thing, such as a step of analyzing a sample injected into an LC/MS system. 
The recited steps merely transform data. 

20. The method of claim 1 "track[s] entities in an LC/MS system" by identifying related 
entities in different LC/MS datasets. This "tracking" and identification is merely a subjective 
determination — albeit a scientifically-informed one — of which data points correspond to one 
another. Thus, the claim is not directed to an application of a law of nature. 

21 . Claim 1 thus fails to meet the standard for statutory eligibility. Since neither claim 3 nor 
claim 4 remedies this deficiency, they are likewise rejected. 

Response to Arguments - Rejections Under 35 USC § 101 

22. In the reply filed 26 Oct 201 0, Applicant argues that stating in the preamble that the 
method is "computer-implemented" is sufficient to render the method statutory (pp. 10-11). As 
explained above, this statement alone is insufficient to tie the method to a particular machine. 
Even though Applicant correctly notes that failing to meet the "machine or transformation test" 
does not automatically render a method non-statutory (p. 11), this factor does still weigh against 
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statutory eligibility. As explained above, claim 1 meets multiple factors that weigh against its 
statutory eligibility and none that weigh in favor of its eligibility, hence the arguments are 
unpersuasive and the rejection is maintained. 

Maintained Claim Rejections - 35 USC § 102 

23. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

24. Claims 1 , 3, 4, 1 0, 1 2, 1 3, 1 9, 21 and 22 are rejected under 35 USC § 1 02(b) and 35 
USC 102(e) as being anticipated by Higgs (US 5,885,841 ; cited by Applicant on IDS of 1 1 Jun 
2008). 

25. The rationale that follows has been expanded slightly to address the newly-added claim 
limitations, but is substantially similar to that presented in the previous Office action. 

26. With respect to claim 1 , Higgs teaches a method of comparing two samples of proteins 
(i.e., "entities"), comprising the following: 

a. fractionating two protein digest samples (elm 37(a-d)), possibly by liquid 

chromatography (elms 42 and 43); samples of organic species in general are 
claimed in elms 52-55 
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b. matching peak pairs between the two sets of samples (elm 37h); the process of 
matching constitutes both the "comparing the entities" and "identifying entities" 
steps, and the matched peaks constitute the "subset of entities from a first 
injection" and the "subset of entities from a second injection" 

c. identifying retention time intervals for the peaks (elm 44), which constitutes 
"constructing a retention time map" 

d. aligning the retention times of the samples (elm 46), which constitutes "assigning 
reference retention times" to the peaks 

e. identifying peaks in either of the injections that do not correspond to a peak in the 
other injection, and assigning retention times to those unmatched peaks (23:1 1 — 
12, 22-23, 31-24) 

f. outputting results of the peak matching (elm 37(i)) or the unmatched peaks 
(19:44-52), which constitutes "tracking entities" 

27. With respect to claims 1 0 and 1 9, Higgs teaches an apparatus that implements this 
method (elms 14-22). Higgs further teaches that the peaks are matched based on the 
chromatographic profile of the peaks (23:12-15), the profile being defined by the 
chromatographic signal (e.g. Fig. 4 and 5, and descriptions at 9:57-67 and 10:62-1 1 :9), thus 
constituting choosing the peaks "based on intensity", as recited in claim 19. 

28. With respect to claims 3, 1 2 and 21 , Higgs teaches arrangements of data along defined 
axes (Fig. 3); since an axis is inherently sorted, this constitutes sorting the matched data. 

29. With respect to claims 4, 13 and 22, Higgs teaches aligning the retention times of the 
two samples (elm 45), which inherently requires (or results in) determining whether one entity 
has a corresponding entry in the retention time map of the other sample. The alignment to a 
standard further establishes a "defined value" for the retention time if two entities match, and 
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Higgs teaches the optional use of dynamic time warping to align two samples (elm 47), which 
constitutes interpolating the retention time values if they don't match. 
30. Higgs thus anticipates the claimed inventions. 



Response to Arguments - Claim Rejections Under 35 USC § 102 

31 . In the reply filed 26 Oct 201 0, Applicant argues that 

Higgs, neither in the claims nor elsewhere in the reference, discloses or fairly suggests constructing a 
retention time map based on matching entities of the subsets and assigning, based on the retention 
time map, reference retention times to the subsets and entities from the first and second injections 
other than those of the subsets, as set forth in Claim 1 . 

(p. 14). As explained above, Higgs teaches identifying retention time intervals for the peaks, 

which constitutes "constructing a retention time map", and then assigning those retention times 

to unmatched peaks; i.e. the peaks that are members neither of the subset chosen from the first 

injection nor of the subset chosen from the second injection. Higgs thus teaches the disputed 

limitation. 

32. Applicant further argues that Higgs does not teach choosing subsets of entities based on 
intensity (p. 15). However, as explained above, Higgs teaches matching peaks {i.e. selecting 
the subsets) based on chromatographic profiles, and the chromatographic profiles are defined 
by intensities. This, Higgs also teaches this contested limitation. 

33. The arguments are therefore unpersuasive, so the rejection is maintained. 
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Conclusion 

34. No claim is allowable. 

35. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy as 
set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 
of this final action. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Soren Harward whose telephone number is (571 )270-1 324. The 
examiner can normally be reached on Mon-Thu 9:00-18:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjorie Moran can be reached on (571) 272-0720. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Soren Harward/ /Lori A. Clow, PhD/ 

Examiner, Art Unit 1631 Primary Patent Examiner 

AU 1631 



